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its agent gives the laboratory written
notice of the following:

(1) The condition level noncompli-
ance that it has identified.

(2) The sanction or sanctions that
HCFA or its agent proposes to impose
against the laboratory.

(3) The rationale for the proposed
sanction or sanctions.

(4) The projected effective date and
duration of the proposed sanction or
sanctions.

(5) The authority for the proposed
sanction or sanctions.

(6) The time allowed (at least 10 days)
for the laboratory to respond to the no-
tice.

(b) Opportunity to respond. During the
period specified in paragraph (a)(6) of
this section, the laboratory may sub-
mit to HCFA or its agent written evi-
dence or other information against the
imposition of the proposed sanction or
sanctions.

(c) Notice of imposition of sanction—(1)
Content. HCFA gives the laboratory
written notice that acknowledges any
evidence or information received from
the laboratory and specifies the fol-
lowing:

(i) The sanction or sanctions to be
imposed against the laboratory.

(ii) The authority and rationale for
the imposing sanction or sanctions.

(iii) The effective date and duration
of sanction.

(2) Timing. (i) If HCFA or its agent de-
termines that the deficiencies pose im-
mediate jeopardy, HCFA provides no-
tice at least 5 days before the effective
date of sanction.

(ii) If HCFA or its agent determines
that the deficiencies do not pose imme-
diate jeopardy, HCFA provides notice
at least 15 days before the effective
date of the sanction.

(d) Duration of alternative sanctions.
An alternative sanction continues
until the earlier of the following oc-
curs:

(1) The laboratory corrects all condi-
tion level deficiencies.

(2) HCFA’s suspension, limitation, or
revocation of the laboratory’s CLIA
certificate becomes effective.

(e) Lifting of alternative sanctions—(1)
General rule. Alternative sanctions are
not lifted until a laboratory’s compli-

ance with all condition level require-
ments is verified.

(2) Credible allegation of compliance.
When a sanctioned laboratory submits
a credible allegation of compliance,
HCFA’s agent determines whether—

(i) It can certify compliance on the
basis of the evidence presented by the
laboratory in its allegation; or

(ii) It must revisit to verify whether
the laboratory has, in fact, achieved
compliance.

(3) Compliance achieved before the date
of revisit. If during a revisit, the labora-
tory presents credible evidence (as de-
termined by HCFA or its agent) that it
achieved compliance before the date of
revisit, sanctions are lifted as of that
earlier date.

§ 493.1812 Action when deficiencies
pose immediate jeopardy.

If a laboratory’s deficiencies pose im-
mediate jeopardy, the following rules
apply:

(a) HCFA requires the laboratory to
take immediate action to remove the
jeopardy and may impose one or more
alternative sanctions to help bring the
laboratory into compliance.

(b) If the findings of a revisit indicate
that a laboratory has not eliminated
the jeopardy, HCFA suspends or limits
the laboratory’s CLIA certificate no
earlier than 5 days after the date of no-
tice of suspension or limitation. HCFA
may later revoke the certificate.

(c) In addition, if HCFA has reason to
believe that the continuation of any
activity by any laboratory (either the
entire laboratory operation or any spe-
cialty or subspecialty of testing) would
constitute a significant hazard to the
public health, HCFA may bring suit
and seek a temporary injunction or re-
straining order against continuation of
that activity by the laboratory, regard-
less of the type of CLIA certificate the
laboratory has and of whether it is
State-exempt.

§ 493.1814 Action when deficiencies
are at the condition level but do not
pose immediate jeopardy.

If a laboratory has condition level de-
ficiencies that do not pose immediate
jeopardy, the following rules apply:
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